
GOVERNMENT OF HIMACHAL PRADESH 
STATE D RUGS CONTROLLER, 
-CUM-LI CE NS ING AUTHORITY 
BADDI , DI5TT. SOLAN (H .P.) 

CERTIF ICATE O F PHARI"IACEUTICA L PRODUCTS 1 

No. of Certi ficate : HFW-HfDrugs]231/05 (Vol - X Il)/2 1-627 Exporting (cer tifying) Coun try : fND IA 
Valid lip to : 13-04-2024 Importing (requesting) Country: MENT IONED OVERLEAF 

l.Proprietary Name (If applicable) and Dosage form of Product VE N-FLURO 
Fluorouracil Soilltion for Injection or Infusion 
2S0mg/S 011 

1.1Active Ingredient(s) 2 and Amount(s) per unit dose 3 Eilch 011 contains: 
Fluorouracil USP ...... .. ....... 50 mg 

W()ter for Injection USP ....... . q. s 

(For complete qualitative composition including excipients are not attached 4) 
1.2 	 Is this product licensed to be placed on the market for use in the exporting country? 

Yes I:8J No D Not applicable D 
1.3 Is this product naturally on the market in the exporting country? 5 Yes ~ No n Unknown D 
(If the answer to 1.3 is Yes, continue with question 2.A and omit question 2.B) (If the answer to 1.3 iSNo, omit section 

3. Does th e c rli fy ing a t l ority arrange for period ic inspec ion of manu facturing plant in whic h the dosage 
form is produced?l4 Yes C8J No D Not Applicable D (if No or Not Applicable, Proceed to Question 4) 
3.1 	 Periodicity of routine inspection: ONCE IN A YEAR 
3.2 Has the manufacturer of this type of dosage form been inspected? Yes k8:I No 0 
3.3 	 Do the faci lities and operations conforms to GMP as recommended By the World Health Organization? 15 

Yes I No/ Not applicable 1. Yes!'X1 No [::=J Not Applicable D 
4. Does the Information submitted by the applicant satisfy, ~~~e certifying Au thority on all aspects of the manufacturer 

Ad::~:: :~O;~:::;:;ng Author;ty : ~Q ,:1/ I':'r':Q~s C2J No ::me Of':::~::~:~" 0:V
~ J.\:",' ~ Signatu re 

"00 	 :=:. 
STATE DRUGS CO NTRO LLER c ('() 

Co ntroiJi ng -cu m -Lice nsing Authority, <B NAVN EET MAR H) 

BA DDI , D1STT. SOLAN (H.P.)- 173205 .') ~~lH!R~ iHlw a-.h'a) 

01795-244288 , sdc4 hp @g m a il.com ~<:- ~1mr~ f1~ c,Q~lttEj~enslng 


. e _ _ . Baddi Disll.Solan (H Pl·! 

TH IS CERTIFICATE CONFORMS TO T HE FORMA '_ DED BY THE WORI:Ji).\ I)tt;A~j,I. QR6~15t.Q) 


(GENERAL INSTRUCTION AND EX.,t1\ ATORY NOTES A RE ON OVERLEAF ) , 


2.A and continue with section 2.B) 6 

2.A 
1. 	 Product license 7 and Date of issue: 

M B/0 5/204, 2 3-04-20 21 
2 . 	 Product- license ho ld er: (Name & Address) 

MIs. Vellus Rcmcdies Limitcd, 

Hill Top Industdal Est<lte, Jh;mnajri, EPIP 

Phase-I (Extn), I3hatoli Kalan, Bnddi, Distt. 

Solall, Himnclwl Prildcsh,17320S, India 


3. 	 Status of applicant: albIc (key in appropriate 
cate~ as defined in note") 

a b D cD 

4 . 	 Is an approved technical summa ry ap­
pended?lO 
Yes D No ~ Not Provided D 

5. 	 Is the attached, offiCially approved prod­
uct information complete and consonant 
with the li cense? 11 

Yes 	 0 No D Not provided ~ 
6. 	 Applicant for certificate, 

if different from the License holder 
(Name & Address) 12 : Not Applicabl e 

2.B 1. 	 Applicant for Certificate: 

(Name & Address) 


2. 	 Status of Applicant: albic (key in appro­
priate category as define in note 8) 

aD b o c D 
3. Why is authorization lacking? 


Not Required D 

Not Requested D 

Under Consideration D 

Refused D 


4. 	 Remarks: 13 

mailto:hp@gmail.com


IMPORTING (Requesting) COUNTRY: Congo, Costa Rica, Cote d'hoiree flodtia, Cuba, Cyprus, Czech Republic, 
Democratic People's Republic of Korea, Democratic Republic of the Denmark, Dominica, Dominica 
Republic Ecuador, Egypt, EI Salvador, Equatorial Gu inea, Esto n ia,Ethlopia Finland, France, Gabon, Gambia, 
Georgia, Liberia, Libyan Arab Jamah iriy a , liechtenste in , Lithua n ia, Luxembourg, Madagascar, Ma lawi , 
M a laysia, Mali, Malta, Mauritania, Maurit ius, MeKico, Monaco, Mongolia, Morocco, Mozambique, Namibia, 
Ne pal , Netherlands, New Zea land, Nicaragua , Niger, Nigeria , Norway, Oman, Sy r ia n Arab Republic, 
Taj ik istan, The fo r mer Yugos lav, Repub lic of Macedonia, Togo, Tonga, Tr in idad and Tobago, Tun isia , Turkey, 
Tu rkmenist a n, Uganda , Ukraine, Un ited Arab Emirates, United K ingdom, Unit ed Repu blic of Tanzania , 
United St at es of America , Uruguay, Uzbekistan, Venezuela, Vietnam, Yugos lav ia, Zambia, Zimbabwe 
Albania, Algeria, Antigua and Barbuda, Argent ina, Armenia, Austria, Australia, Azerba ijan, Bahamas, 
Bahrain, Bangladesh, Barbados, Belarus, Belgium, Belize, Benin, Bhutan, Boliv ia, Bosnia and 
Herzegovina, Botswana, Brazil, Bulg aria, Burkina Faso, Burundi, Cambodia, Cameroon, Canada, Central 
AfrIcan Republic, Chad, Chile, ChIna, Colombia, Germany, Ghana, Greece, Grenada, Guatem ala, GuInea 
Bissau, Guinea, Guyana, Hai t i, Holy See, Honduras, Hungary, Icelan d, Indonesia, Iran (Islamic Republic 
of), Iraq, Ire land, Israel, Italy, Jamaica, j apan, jordan, Kazakhstan, Kenya, Kyrgyzs tan, Lao People 's 
Democratic, La t v ia, Lebanon, Lesotho, Panama, Papua New Guin ea, Paraguay, Per u, Ph lJippines, Poland, 
Portugal, Qatar, Republic of Korea, Republic of M oldova, Romania, Russian Federation, Rwanda, Saint 
K i tts and Nevis, Sa int Lucia, Saint Vincent & the Grenadines, San Marino, Sao Tome and Pr incipe, 
Senegal, Sierra Leone, Singapore, Slovakia, Slovenia, South A frica, Spain, Sri Lanka, Sudan, Suriname, 
Swaziland, Swed en, Switzerland, Yemen. 

GENERAL INSTRUCTION: Please refer to the guidel ines for full Instructions how to complete with form and 
information on the implementation of the scheme. The forms are suitable for generation by computers. They should 
always be submitted as hard copy with responses printed in type rather than handwritten additional sheets should be 
appended, as necessary, to accommodate remarks and explanations . 

EXPlANATORY NOTES 
1. 	 This certificate, whi ch is in the format recommended by WHO, establishes the status of the pharmaceutical product 

and of the applicant for the certificate in the exporting country, it is for a single product only since manufacturing 
arrangements and approved information for different dosage forms and different strengths can vary. 

2. 	 Use whenever possible International Non-proprietary Names (INN's) or National Non-proprietary Names. 
3. 	 The formula (complete composition) of the dosage form should be given on the certificate to be appended. 
4. 	 Details of quantitative composition are preferred, but their provision Is subject to the agreement of the product­

license holder. 
5. 	 Wh en applicable append details of any restriction applied to the sale, distribution, or administration of the product 

that Is specified in the product license. 
6. 	 Section 2.A and 2.13 are mutually exclusive. 
7. 	 Indicate, when application, if the license is provisional, or the product has not been approved. 
8. 	 Specify whether the person responsible for placing the product on the market: 


a) manufactures the finished dosage form; 

b) packages andl or labels a dosage form manufactured by an independent company; or 

c). is Involved in none of the above. 


9. 	 This information can be provided only with the consent of the product-license holder, or in the case of non­
registered products. The applicant non-completion of this section indicates that the party concerned has not 
agreed to Inclusion of the information . It should be noted that information concerning the site of production Is part 
of th e product license. If the production 5;<e has cha nged, the lice nse must be updated or It will cease to be valid. 

10. 	This refers to the document, prepared by some national regulatory authorities that summarizes th e technical basis 
on which the product has been licensed. 

11 . 	This refers to the product information approved by the com petent national regulatory authority such as a Summary 
of Product Characteristics (SPO) . 

12. 	 In th is circu mstances, permiss ion for issuing the certi ficate is required from the product-l icense holder. Tills 
permission must be provided to the authori ty by th e applicant. 

13. 	 Please Ind icate tile reason the applicant has prov ided for non-requesting registration : 
a) the product has been developed exclusivel y for the treatment of conditions-particularly topical diseases­

not endemic in the country of export . 
b) The product has been reformulated with a v iew to importing It s stability under tropical conditions. 
c) The product has been reformulated to exclude excipien ts not approved for use in pharmaceutical products 

in the country of import. 
d) The product has been reformulated to meet a different maximum dosage limit for an active ingredient; 
e) Any other reason, please specify. 

14. 	 Non app licable means that the manufacture is taking place in a country other than that issuing the product 
certificate and inspection is conducted under the country of manufacturer. 

15 . 	The requirement for good practices in the manufacture and quality control of drugs referred to In the certificates 
ate those included In the thirty- second report of the exp ert committee on specifications for pharmaceutical , 
preparation (WHO technical report series, No :823, 1992, Annex.1). recommendations speCifically applicable to 
biological products have been form ulated by the WHO Expert Comm ittee on Biological Standardization (WHO 
Technical Report Series No. 822, 1992, Annex. 1) 

16. 	This section Is to be completed when the product license holder or applicant conforms to status b) or c) as 
described in note 7 above. It is of partlcl.!!ar importance when foreign contractors are involved in t he manufacture 
of the product in these circumstances th e applicant should supply the certifying authority with Information to 
identify the contracting parties responsible for each stage of manufacture of the finished dosage form and the 
extent and nature of any cont rols exerci sed over each of these parti es. 
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